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DETAILED ACTION 

This is a non-final Office action. The double patenting rejections set forth below 
were not necessitated by the amendments to the claims. 

Information Disclosure Statement 

The information disclosure statement filed 1/16/08 has been considered. 

The applicants should note that the large number of references in the submitted 
information disclosure statements have been considered by the examiner in the same 
manner as other documents in Office search files are considered by the examiner while 
conducting a search of the prior art in a proper field of search. See MPEP 609.05(b). 
Applicant is requested to point out any particular references in the IDS which they 
believe may be of particular relevance to the instant claimed invention in response to 
this office action 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
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by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 24, 38, and 39 are rejected on the ground of nonstatutory obviousness- 
type double patenting as being unpatentable over claims 55 and 56 of U.S. Patent No. 
7,366,572 (herein referred to as patent '572) or claims 71 and 72, respectively of the 
corresponding US Patent Application No. 10/825953, in view of US Patent Application 
Publication No. 2005/0076908 to Lee et al. Regarding claim 24, claim 55 of patent '572 
recites a therapy module, wherein such a therapy module is clearly a medical device 
and wherein the device delivers therapy to a patient. The claim further recites a 
memory and a processor, wherein the processor determines a value of a metric 
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indicative of sleep quality based on values of at least one physiological parameter 
received from a sensor. The processor further associates the sleep quality metric with 
the therapy parameter set and stores the sleep quality metric value in association with 
the therapy set within the memory, such that the memory, therefore, receives the sleep 
quality metric value and an indication of the therapy parameter set associate with the 
value. Claim 55 of patent '572 lacks the medical device monitoring the physiological 
parameter and the parameter values being determined during delivery of the therapy by 
the medical device. 

However, Lee discloses a medical system comprising a medical device that 
delivers therapy to a patient, wherein the medical device also monitors at least one 
physiological parameter of a patient based on a signal from a sensor determined during 
delivery of the therapy by the medical device according to a therapy set and wherein the 
physiological parameter is used to determine the value of a metric indicative of sleep 
quality, wherein the sleep quality metric value is used to assess the efficacy of the 
current therapy (see entire document, especially fig. 1 D; paragraphs 40, 50-57, 80-82, 
87, 1 56, 1 72-1 74 of Lee). Therefore, it would have been obvious to one of ordinary 
skill in the art at the time of invention to use the medical device and sensor of Lee as 
that of claim 55 of patent '572, since claim 55 of patent '572 recites using a therapy 
module to deliver a therapy to a patient and at least one sensor from which a signal for 
at least one physiological parameter of a patient is received and Lee discloses such a 
therapy module and sensor, in order to allow the therapy to be adjusted to better suit 
the patient's needs. 
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Regarding claims 38 and 39, claim 55 of patent '572, as modified, recites the 
processor determining a plurality of values of the sleep quality metric over time, each of 
the values determined based on values of the at least one physiological parameter, 
wherein according to the combination, as described above, each value of the parameter 
is determined during delivery of the therapy according to the current parameter set. 
Claim 55 of patent '572, as modified further recites the current therapy parameter set 
being at least one of a plurality of therapy parameter sets and associating each of the 
determined values of the metric with the at least one of the plurality of therapy sets. For 
each of the plurality of therapy parameter sets, the processor further determines a 
representative value of the sleep quality metric based on values of the sleep quality 
metric associated with the therapy parameter set. 

With further regard to claim 39, claim 56 of patent '572 recites the representative 
value for each therapy parameter set comprising one of a mean value or a median 
value. 

Claims 24 and 38 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claim 19 of copending 
Application No. 1 1/081 155 (herein referred to as application '155) in view of US Patent 
Application Publication No. 2005/0076908 to Lee et al. Regarding claim 24, claim 19 of 
application '155 depends upon claim 11 and recites a therapy module, wherein such a 
therapy module is clearly a medical device and wherein the device delivers therapy to a 
patient (see claim 1 1 of application '155). The claim further recites a memory and a 



Application/Control Number: 10/826,925 Page 6 

Art Unit: 3735 

processor, wherein the processor determines a value of a metric indicative of sleep 
quality based on values of at least one physiological parameter received from a sensor 
(see claim 11 of application '155). The processor further associates the sleep quality 
metric with the therapy parameter set and stores the sleep quality metric value in 
association with the therapy set within the memory, such that the memory, therefore, 
receives the sleep quality metric value and an indication of the therapy parameter set 
associate with the value (see claim 1 9 of application '1 55). Claim 1 9 of application '1 55 
lacks the medical device monitoring the physiological parameter and the parameter 
values being determined during delivery of the therapy by the medical device. 

However, Lee discloses a medical system comprising a medical device that 
delivers therapy to a patient, wherein the medical device also monitors at least one 
physiological parameter of a patient based on a signal from a sensor determined during 
delivery of the therapy by the medical device according to a therapy set and wherein the 
physiological parameter is used to determine the value of a metric indicative of sleep 
quality, wherein the sleep quality metric value is used to assess the efficacy of the 
current therapy (see entire document, especially fig. 1 D; paragraphs 40, 50-57, 80-82, 
87, 1 56, 1 72-1 74 of Lee). Therefore, it would have been obvious to one of ordinary 
skill in the art at the time of invention to use the medical device and sensor of Lee as 
that of claim 1 9 of application '1 99, since claim 1 9 of application '1 99 recites using a 
therapy module to deliver a therapy to a patient and at least one sensor from which a 
signal for at least one physiological parameter of a patient is received and Lee discloses 
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such a therapy module and sensor, in order to allow the therapy to be adjusted to better 
suit the patient's needs. 

Regarding claim 38, claim 19 of application '155, as modified, recites the 
processor determining a plurality of values of the sleep quality metric over time, each of 
the values determined based on values of the at least one physiological parameter, 
wherein according to the combination, as described above, each value of the parameter 
is determined during delivery of the therapy according to the current parameter set. 
Claim 19 of application '155, as modified, further recites the current therapy parameter 
set being at least one of a plurality of therapy parameter sets and associating each of 
the determined values of the metric with the at least one of the plurality of therapy sets. 
For each of the plurality of therapy parameter sets, the processor further determines a 
representative value of the sleep quality metric based on values of the sleep quality 
metric associated with the therapy parameter set. 

This is a provisional obviousness-type double patenting rejection. 

Claims 24 and 38 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claim 20 of copending 
Application No. 1 1/691430 (herein referred to as application '430) in view of US Patent 
Application Publication No. 2005/0076908 to Lee et al. Regarding claim 24, claim 20 of 
application '430 depends upon claim 11 and recites a therapy module, wherein such a 
therapy module is clearly a medical device and wherein the device delivers therapy to a 
patient (see claim 1 1 of application '430). The claim further recites a memory and a 
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processor, wherein the processor determines a value of a metric indicative of sleep 
quality based on values of at least one physiological parameter received from a sensor 
(see claim 1 1 of application '430). The processor further associates the sleep quality 
metric with the therapy parameter set and stores the sleep quality metric value in 
association with the therapy set within the memory, such that the memory, therefore, 
receives the sleep quality metric value and an indication of the therapy parameter set 
associate with the value (see claim 20 of application '430). Claim 20 of application '430 
lacks the medical device monitoring the physiological parameter and the parameter 
values being determined during delivery of the therapy by the medical device. 

However, Lee discloses a medical system comprising a medical device that 
delivers therapy to a patient, wherein the medical device also monitors at least one 
physiological parameter of a patient based on a signal from a sensor determined during 
delivery of the therapy by the medical device according to a therapy set and wherein the 
physiological parameter is used to determine the value of a metric indicative of sleep 
quality, wherein the sleep quality metric value is used to assess the efficacy of the 
current therapy (see entire document, especially fig. 1 D; paragraphs 40, 50-57, 80-82, 
87, 1 56, 1 72-1 74 of Lee). Therefore, it would have been obvious to one of ordinary 
skill in the art at the time of invention to use the medical device and sensor of Lee as 
that of claim 20 of application '430 , since claim 20 of application '430 recites using a 
therapy module to deliver a therapy to a patient and at least one sensor from which a 
signal for at least one physiological parameter of a patient is received and Lee discloses 
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such a therapy module and sensor, in order to allow the therapy to be adjusted to better 
suit the patient's needs. 

Regarding claim 38, claim 20 of application '430, as modified, recites the 
processor determining a plurality of values of the sleep quality metric over time, each of 
the values determined based on values of the at least one physiological parameter, 
wherein according to the combination, as described above, each value of the parameter 
is determined during delivery of the therapy according to the current parameter set. 
Claim 20 of application '430, as modified, further recites the current therapy parameter 
set being at least one of a plurality of therapy parameter sets and associating each of 
the determined values of the metric with the at least one of the plurality of therapy sets. 
For each of the plurality of therapy parameter sets, the processor further determines a 
representative value of the sleep quality metric based on values of the sleep quality 
metric associated with the therapy parameter set. 

This is a provisional obviousness-type double patenting rejection. 

Allowable Subject Matter 

Claims2 4-43 and 45-47 would be allowable if rewritten the double patenting 
rejection set forth in this Office action, were overcome. 

Claims 48, 49, 50-56, 83-99 are allowed. The allowability of claims 48-50 was 
addressed in the previous Office action filed 10/16/07. 
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The following is a statement of reasons for the indication of allowable subject 
matter: 

Regarding claims 24-43 and 45-47, the primary reason for allowance is the 
processor associating the sleep quality metric with the therapy parameter set and the 
memory receiving the sleep quality metric value and an indication of the therapy 
parameter set associated with the sleep quality metric value, in combination with all of 
the other limitations of the claims, which is not found in the prior art 

Regarding claims 51-56, the primary reason for allowance is the implantable 
medical device associating each of the sleep quality metric values with at leas tone 
therapy parameter set and the external programming device including a display that 
receives the sleep quality metric values and indications of therapy parameter sets which 
the with which the sleep quality metric values are associated, in combination with all of 
the other limitations of the claims, which is not found in the prior art 

Regarding claims 83-99, the primary reason for allowance is the combination of 
the processor determining a value of a metric that is indicative of sleep quality based on 
the identifications of when the patient is attempting to sleep and when the patient is 
asleep with the processor associating the sleep quality metric value with a therapy 
parameter set used by the medical device to deliver the therapy, in combination with all 
of the other limitations of the claims, which is not found in the prior art 
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Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to PATRICIA C. MALLARI whose telephone number is 
(571)272-4729. The examiner can normally be reached on Monday-Friday 10:00 am- 
6:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Charles Marmor, II can be reached on (571) 272-4730. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Patricia C. Mallari/ 
Examiner, Art Unit 3735 



